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Election/Restrictions 



Restriction to one of the following inventions is required under 35 U.S.C. 121: 



I. 



Claims 1-16, drawn to an apparatus, classified in class 118, subclass 500. 



II. 



Claims 17-21, drawn to a method, classified in class 427, subclass 2.24. 



The inventions are distinct, each from the other because of the following reasons: 

Inventions II and I are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
materially different apparatus or by hand, or (2) the apparatus as claimed can be used to practice 
another and materially different process. (MPEP § 806.05(e)). In this case, the apparatus as 
claimed could be used as an arterial obstruction removal type endoscope whereby no coating is 
used with the apparatus. 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as shown by their different classification, restriction for examination 
purposes as indicated is proper. 

During a telephone conversation with M. Lupkowski on 9/14/05 a provisional election 
was made without traverse to prosecute the invention of Group I, claims 1-16. Affirmation of 
this election must be made by applicant in replying to this Office action. Claims 17-21 are 
withdrawn from further consideration by the examiner, 37 CFR 1. 142(b), as being drawn to a 
non-elected invention. 
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Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.17(i). 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 10 and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by Rosenbluth 
(US 4,762,128). 

Rosenbluth establishes the conventional use of a balloon type catheter as a fixture to 
support or hold a stent during coating (see col. 10, lines 62-68), the fixture including a hollow 
tubular member (8) configured to be inserted into a longitudinal bore of a stent (18); a rod (2, 12) 
extending through the tubular member; and a pressurized fluid supply mechanism (see col. 5, 
lines 44 to col. 6, line 7) to cause the tubular member to expand and retract to support the stent. 
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Claims 10-12, 14, and 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lorentzen Cornelius et al (US 6,270,504). 

Lorentzen C. et al provide an expandable/contractable balloon type catheter as a fixture to 
support or hold a stent, the balloon catheter being capable of supporting or holding a stent (20) 
during coating because an outer surface area of the stent is exposed for receipt of a fluid, the 
fixture including a hollow tubular member (14) configured to be inserted into a longitudinal bore 
of a stent (20); a rod (18) extending through the tubular member; and a mechanism (see col. 4, 
lines 4 to line 25) to cause the tubular member to expand and retract to support the stent (See 
Figs. 1 and 2). 

With respect to claim 14, the fixture includes a mandrel base (16), a rod extending 
therefrom (18), and a support element (14) integrated with a rod. 

Claims 1, 2, 4, 6, 8, and 9 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Boulais (PAPUS 2004/0213893). 

Boulais teaches a masking element (1) configured to be inserted through a bore of a stent, 
the masking element having an expanded configuration and a retracted configuration; and an 
expansion causing mechanism (col. 4, [0024]) capable of expanding the masking element from 
the retracted configuration to the expanded configuration to cause the masking element to make 
contact with and mask an inner surface of the stent during coating. 

With respect to claim 4, see hollow rod or ports (7 or 8). 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 3 and 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over Boulais 
(PAPUS 2004/0213893) in view of Pasqualucci et al (US 5,578,048). 

The teachings of Boulais have been mentioned above but Boulais is silent concerning the 
balloon type member including a rod having a threaded portion supporting the masking element 
and a nut such that rotation of the nut on the threaded portion of the rod causes the masking 
element to expand and retract. However, it was known in the art, at the time the invention was 
made, to provide on a balloon type catheter, a rod within the balloon member, the rod having a 
threaded portion supporting the masking element and a nut such that rotation of the nut on the 
threaded portion of the rod causes the masking element to expand and retract as evidenced by 
Pasqualucci et al (see col. 3, lines 25-28). In light of the teachings of Pasqualucci et al, it would 
have been obvious to one of ordinary skill in the art to provide, as an alternative means for 
expanding and contracting the balloon masking member of Boulais, a rod having a threaded 
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portion supporting the balloon masking member and a nut such that rotation of the nut on the 
threaded portion of the rod causes the masking element to expand and retract. 

With respect to claim 5, Boulais recognize that the masking element can be rotated 
during coating of the stent (see col. 4, [0027], such that one of ordinary skill in the art would 
expect to couple a rotating mechanism to the apparatus as defined by the combination above in 
order to enable coating of all surfaces of the stent as a source of fluid whether from a stationary 
pump or gas supplying cylinder is provided to the balloon masking member. 

Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rosenbluth (US 
4,762,128) in view of Boulais (PAPUS 2004/0213893). 

The teachings of Rosenbluth have been mentioned above but Rosenbluth is silent 
concerning the balloon type tubular masking member being designed or configured to expand to 
a degree such that the member extends partially through gaped regions of the stent. However, it 
was known in the art, at the time the invention was made, to provide an expandable hollow 
tubular member for holding a stent during coating and design or configure the tubular member so 
as to expand partially through gaped regions of the stent so as to avoid bridging of coating across 
stent iattice openings as evidenced by Boulais (see col. 4, [0029]). It would have been obvious 
to one of ordinary skill in the art to provide a tubular member designed or configured to expand 
partially through gaped regions of the stent as taught by Boulais in the Rosenbluth device in 
order to avoid bridging of coating across stent lattice openings. 
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Claim 13 is rejected under 35 U.S.C 103(a) as being unpatentable over Lorentzen 
Cornelius et al (US 6,270,504) in view of Boulais (PAPUS 2004/0213893). 

The teachings of Lorentzen C. et al have been mentioned above but such teachings do not 
include a balloon type tubular masking member being designed or configured to expand to a 
degree such that the member extends partially through gaped regions of the stent. However, it 
was known in the art, at the time the invention was made, to provide an expandable hollow 
tubular member for holding a stent during coating and design or configure the tubular member so 
as to expand partially through gaped regions of the stent so as to avoid bridging of coating across 
stent lattice openings as evidenced by Boulais (see col. 4, [0029]). It would have been obvious 
to one of ordinary skill in the art to provide a tubular member designed or configured to expand 
partially through gaped regions of the stent as taught by Boulais in the Lorentzen C. et al device 
in order to avoid bridging of coating across stent lattice openings. 

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lorentzen 
Cornelius et al (US 6,270,504) in view of Wittenberger et al (US 6,575,933). 

The teachings of Lorentzen C. et al have been mentioned above but such teachings do not 
include a lever to drive the rod in and out of the mandrel base. However, it was known in the art, 
at the time the invention was made, to provide a lever or switch to drive a coiled rod disposed 
within an expandable tubular member of a balloon type catheter to expand and contract the 
tubular member as taught by Wittenberger et al (see col. 6, lines 30-43). It would have been 
obvious to one of ordinary skill in the art to incorporate a lever type drive member as taught by 
Wittenberger et al in the tubular member of the Lorentzen C. et al device as an alternative 
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mechanical means for expanding and contracting the expandable tubular member without the 
need of a source or supply of gas or fluid. 

Claims 1, 2, and 4-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wittenberger et al (US 6,575,933) in view of Boulais (PAPUS 2004/0213893). 

Wittenberger et al teach a balloon type catheter comprising a tubular support element 
capable of holding and supporting a stent, the support element being capable of expanding and 
contracting, the support element configured to be inserted through a bore of a stent; and an 
expansion causing mechanism (col. 6, lines 30-43 [0024]). Wittenberger et al are silent 
concerning the tubular support element being expandable so as to define a mask for a stent 
mounted thereon. However, it was known in the art, at the time the invention was made, to 
provide an expandable hollow tubular member for holding a stent during coating and design or 
configure the tubular member so as to expand partially through gaped regions of the stent so as 
mask the stent for coating and to avoid bridging of the coating across stent lattice openings as 
evidenced by Boulais (see col. 4, [0029]). It would have been obvious to one of ordinary skill in 
the art to provide a tubular member designed or configured to expand partially through gaped 
regions of the stent as taught by Boulais in the Wittenberger et al balloon catheter device in order 
to enable multiple use of the balloon type catheter as a masking device, a delivery device, and/or 
a masking device for coating of the stent. 

With respect to claim 4, Wittenberger et al recognize that cryogenic fluid can be supplied 
to the tubular member and Boulais recognizes that fluid can be supplied to the tubular masking 
element, such that it is within the purview of one skilled in the art to incorporate a fluid 
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supplying rod in communication with the tubular member in the device as defined by the 
combination above. 

With respect to claim 5, even though Wittenberger et al are silent concerning the balloon 
type catheter being coupled to rotating mechanism via a coupler in communication with a 
stationary source of supply fluid, Boulais recognizes that the masking element can be rotated 
during coating of the stent while in communication with a stationary source of supply fluid (see 
col. 4, [0027], such that one of ordinary skill in the art would expect to connect a rotating 
mechanism via a coupler to the device as defined by the combination above in order to enable 
coating of all surfaces of the stent as a source of fluid whether from a stationary pump or gas 
supplying cylinder is provided to the tubular member. 

With respect to claim 7, Wittenberger et al recognize an expansion causing mechanism 
comprising including a helical coil member (220) engages with the expandable tubular element 
such that a [toggle] switch is used to drive the helical coil member to expand and contract within 
the tubular element (see col. 6, lines 30-43). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. The following patent discloses the state of the art with respect to a non-tubular 
balloon type catheter having minimal points of contact with the interior of a stent: Hillstead (US 

5,037,392). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura Edwards whose telephone number is (571) 272-1227. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Chris Fiorilla can be reached on (571) 272-1 187. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-24J-9197 (toll-free). 




Laara Edwards 
Primary Examiner 
Art Unit 1734 
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September 30, 2005 



